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Ladies and Gentlemen: FINANCIAL

On behalf of Roche Holding Ltd (the “Company”), a limited company
incorporated under the laws of Switzerland and listed on the SWX Swiss Exchange, we
hereby amend the Company’s criginal application dated June 5, 1992 to establish an
exemption pursuant to Rule 12g3-2(b) under the Securities Exchange Act of 1934, as
amended (the “Exchange Act”), from the registration requirements of Section 12(g) of
the Exchange Act. The Company was assigned File No. 82-3315 in connection with its
original exemption application. The Company has provided us with, and has authorized
us to make on its behalf, the factual representations contained in this letter. -

Pursuant to Release No. 34-55540, in order to satisfy the conditions of the
exemption received under Rule 12g3-2(b), the Company will, from and including
November 5, 2007, publish in English the information required under Rule 12g3-
2(b)}(1)(ii1) under the Exchange Act on its Internet web site rather than furnish that
information to the Commission. The Company’s website address is: www.roche.com.
In addition, certain additional information (i) provided by the Company to the SWX
Swiss  Exchange is published by that exchange on its website at
http:/iwww.swx.com/admission/listing/equity_marketissuer_information_en htm|?id=2766
and (ii} to the extent not published on one of the foregoing websites, will be submitted by
the Company to the Commission in paper format.

The publication of the required information and documents pursuant to Rule
12g3-2(b) will be made on condition that such information and documents will not be
deemed to be “filed” with the Commission or otherwise subject to the liabilities of the
Exchange Act, and that neither this letter nor the furnishing of such information and
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documents shall constitute an admission for any purpose that the Company is subject to
the Exchange Act or otherwise seeks the benefits and protections of the U.S. legal
System.

Please be kind enough to acknowledge receipt of this letter by stamping the
enclosed receipt copy and returning it to the messenger delivering this letter to you.

If you have any questions or comments regarding the foregoing, please contact
the undersigned at 212-450-4336.

Very truly yours,

ey R Dewszrs

Peter R. Douglas

cc: Dr. Beat Krachenmann, Roche Holding Ltd
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Treatment with Pegasys provides hepatitis C patients a second chance to
achieve a cure after not responding to Peg-Intron i
This landmark study also shows response at 12 weeks is a powerful predictor, of eventual

L]

treatment success i

Roche today announced final results from the REPEAT study which demonst!:rate that treatrnent
with once-weekly Pegasys (peginterferon alfa-2a) and daily Copegus ( ribaviriiiu) can achieve viral
clearance in a number of patients who did not respond to initial treatment wiith Peg-Intron,
another drug commonly used to treat hepatitis C. 1
?
This outcome gives hepatitis C patients the opportunity to tackle their diseasej a second time after
initial treatment failure. Furthermore, the results show that a patient’s responise to treatment at 12
weeks is a powerful predictor of the eventual cutcome: the majority of patien'!ts with undetectable
virus levels at 12 weeks went on to achieve a sustained virological response (SVR), indicating
treatment success, Few patients with detectable virus at 12 weeks achieved SV[R. These data were
presented in an oral session at the 58th Annual Meeting of the American Asso;ciation for the Study
of Liver Diseases (AASLD), being held in Boston, Nov. 2-6. i
|
“One of the greatest areas of need in hepatitis C today is to find solutions for patients who have
not had treatment success with an initial course of therapy. REPEAT is a landinark study that adds
significantly to our knowledge about how to manage these patients, demonsn;ating that extending
treatment with Pegasys is a promising option” said Donald Jensen, M.D., Professor of Medicine
and Director of the Center for Liver Diseases at the University of Chicago Hospital in Chicago,
and lead investigator in REPEAT. “An important finding from REPEAT is co:%lﬁrmation of the
reliability of using a patient’s response at 12 weeks as a predictor of treatment success, even in

patients with cirrhosis. This means that patients who achieve undetectable virus at 12 weeks can

contipue treatment with a good likelihood of success. It also means that clinic}ians can confidently
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discontinue treatment in patients who do nat achieve an early response.”

More about the REPEAT Study

Enrolling 950 patients from Euarope, North America and Latin America, REPEAT (REtreatment

with PEgasys m pATients Not Responding to Peg-Intron Therapy) was designed to explore

whether intensiﬁed treatment with a higher fixed-dose induction of Pegasys and/or longer
treatment duration may increase treatment success rates. Patients, who had previously not
responded to at; least 12 weeks of Peg-Intron plus ribavirin combination therapy, received one of

four regimens: f

+ ArmsA anc;i B received Pegasys 360 mcg/week for 12 weeks, followed by 180 mcg/week for =
further 60 or 36 weeks, respectively,

s AmsC anc;i D received Pegasys 180 mcg/week for 72 or 48 weeks, respectively.

All patients rec'eived ribavirin (1,000/1,200 mcg/day) in combination with Pegasys.

Results showedt

¢ The primar;y endpoint was met: SVR, defined by undetectable hepatitis C virus RNA in the
blood six months after the end of treatment, was significantly higher for arm A (16%)
compared t:o arm D (9%)

s A pooled aI;alysis of the 72-week arms vs. the 48-week arms showed that 72 weeks of
treatment had the biggest impact on success of treatment, with a doubling of SVR rates
compared to 48 weeks (16% vs. B, respectively).

*+  Apooled algalysis of the induction dose arms versus standard dose arms showed that
treatment with higher fixed-dose induction for this difficult-to-cure patient population did
not provide: significant additional benefit

¢ Response aé 12 wet;.ks was a strong predictor of successful treatment
» Of pati(:mts whose virus was undetectable after 12 weeks of therapy, 57% in the 72-week

arms wfent on to achieve treatment succe:;s (by comparison, among patients who still had
detectable virus after 12 weeks, only 4% achieved treaument success)
¢ The prc?portion of patients with undetectable virus at 12 weeks was 17%

The incidence a!nd types of adverse events and serious adverse events were generally consistent

across all the arnis, and the frequency of moderate to severe hematologic effects were broadly

similar, Discontinuations for adverse events and lab abnormalities were higher for extended
treatment, Patié:nts with cirrhosis had a somewhat higher incidence of adverse events, premature

t
withdrawals angl dose modifications.

t




About Hepatitis C i
Hepatitis C, the most common chronic blood-borne infection, is transmitted primarily through
blood or blood products. Hepatitis C chronically infects 180 million people v:vorldwide, which
makes it over four times more prevalent than HIV'?, It is a leading cause of cfirrhosis, liver cancer

and liver failure, despite the fact that many patients can be cured.
i

Efficacy of Pegasys plus Copegus Combination Therapy ; ' =
Pegasys plus Copegus is the only pegylated interferon combination therapy to have demonstrated :
significantly superior benefits over conventional interferon combination therapy across all HCV :
genotypes, irrespective of viral load ***, The combination of Pegasys and Cof?egus consistently
shows high cure rates — up to 66% overall sustained virological response — across a number of
large, randomised clinical studies including in patients with difficult-to-cure disease such as

3,4,5,87,8

genotype 1 HCV, cirrhosis, and HIV-HCV co-infection '
i

About Roche E

Headquartered in Basel, Switzerland, Roche is one of the world’s leading reseéarch-focused
healthcare groups in the fields of pharmaccuticals and diagnostics. As the woirld’s biggest biotech
company and an innovator of products and services for the early detection, prevention, diagnosis
and treatment of diseases, the Group contributes on a broad range of fronts to improving people’s
health and quality of life. Roche is the world leader in in-vitro diagnostics an;d drugs for cancer
and transplantation, a market leader in virology and active in other major thérapeutic areas such
as autoimmune diseases, inflammation, metabolic disorders and diseases of the central nervous
system. In 2006 sales by the Pharmaceuticals Division totalled 33.3 billion Sufiss francs, and the
Diagnostics Division posted sales of 8.7 billion Swiss francs. Roche has R&D ;*.greements and
strategic alliances with numerous partners, including majority ownership int:erests in Genentech
and Chugai, and invests approximately 7 billion Swiss francs a year in R&D. Worldwide, the
Group employs about 75,000 people. Additional information is available on the Internet at

www,roche.com.

All trademarks psed or mentioned in this release are protected by law.

Additional information

- Film footage: www.thenewsmarket.com
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